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Yasuharu Ishii MAR - 4 1998

Manager

Shimadzu Medical Systems

20101 South Vermont Ave.
Torrance, California 90502-1328

Re: K973802

Shimasonic SDU-450 Linear/Convex Diagnostic
Ultrasound System (Echo View)

Dated: January 20, 1998

Received: January 21, 1998

Regulatory class: 1II

21 CFR 8%2.1560/21 CFR 892.1570

Procode: 90 IYO/Procode: 90 ITX

Dear Mr. Ishii:

We have reviewed your section 510(k) notification of intent to market the
device referenced above and we have determined the device is substantially
equivalent (for the indications for use stated in the enclosure) to devices
marketed in interstate commerce prior to May 28, 1976, the enactment date of
the Medical Device Amendments, or to devices that have been reclassified in
accordance with the provisions of the Federal Food, Drug and Cosmetic Act.
You may, therefore, market the device, subject to the general controls
provisions Act (Act). The general controls provisions of the Act include
requirements for registration, listing of devices, good manufacturing
practices, labeling, and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following
transducers intended for use with the Shimasonic SDU-450 System, as described
in your premarket notification:

Transducer Model Number

L070-0750
L040-1000
EL0O33-075UA
L110-035U
VA13R-035U
VA13R-0500
VA15R-0350
VA15R-0500
VA40R-035U0
VAS57R-0375U
TV11R-0550
TV13R-050U
L072-050U0
UB10R-065U

If your device is classified (see above) into either class II (Special
Controls) or class III, (Premarket Approval) it may be subject to such
additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with the Good
Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS)} for Medical Devices: General (GMP) regulation {21 CFR Part
820) and that, through periodic QS inspections, the FDA will verify such
assumptions. Failure to comply with the GMP regulation may result in
reqgulatory action. In addition, the Food and Drug Administration (FDA) may
publish further announcements concerning your device in the Federal Register.
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Please note: this response to your premarket notification does not affect any
obligation you may have under sections 531 and 542 of the Act for devices
under the Electronic Product Radiation Control provisions, or other Federal

laws or regulations.

Please be advised that the determination above is based on the fact that no
medical devices have been demonstrated to be safe and effective for_in vitro
fertilization or percutaneous umbilical blood sampling, nor have any devices
been marketed for these uses in interstate commerce prior to May 28, 1976, or
reclassified into class I (General Controls) or class II (Special Controls).
FDA considers devices specifically intended for in vitro fertilization and
percutaneous umbilical blood sampling to be investigational, and subject to
the provision of the investigational device exemptions (IDE) regulations, 21
CFR, Part 812. Therefore, your product labeling must be consistent with FDA's
position on this use.

This determination of substantial equivalence is granted on the condition that
prior to shipping the first device, you submit a postclearance special report.
This report should contain complete information, including acoustic output
measurements based on production line devices, requested in Appendix G,
{(enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.”
If the special report is incomplete or contains unacceptable values (e.q.,
acoustic output greater than approved levels), then the 510(k) clearance may
not apply to the production units which as a result may be considered
adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It
should be clearly and prominently marked “ADD-TO-FILE” and should be submitted

in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your
premarket notification. The FDA finding of substantial equivalence of your
device to a legally marketed predicate device results in a classification for
your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21
CFR Part 801 and additionally 809.10 for in vitro diagnostic devices), please
contact the Office of Compliance at (301) 594-4591. Additionally, for
questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). Other general information on your responsibilities under the Act may
be obtained from the Division of Small Manufacturers Assistance at its toll-
free number (800) 638-2041 or at (301) 443-6597 or at its internet address
“http://www. fda.gov/cdrh/dsmamain.html”.
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If you have any questions regarding the content of this letter, please contact
Rodrigo C. Perez at (301) 594-1212.

cerely yours,

% o~

Lllllan Yin, Ph? D

Dlrector, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosures
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510(k) Number (if known) : _K973802 .
Device Name : Diagnostic Ultrasound System SDU-450, 1.070-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application | A | B | M | PWD | CWD | Color Power Color Combined | Other
Doppler (Amplitude) | Velocity (Specify)** | (Specify)
Doppler Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative

| (Specify)

Intra-operative
Neurological

Pediatric

Small Organ X{X X
| (Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Trons-esophageal

Trans-rectal

Trons-vaginal

Intra-luminal

Trans-utethral

Peripheral vesstl X|x X

Laparoscopic

Musculo-skeletal XX _ X
Conventional :

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

* Breast, Thyroid, Testes

** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

CmofCDRHOﬂ’weochwoeB\dmm(ODE)

ny by

Prescription Use (Per 21 CFR 801.109) (Division Sign-Off) ‘
Division of Reproductive, Abdominal, ENT,

and Radiological

Devi £S
510(k) Number )(7; 72’? 0 Q
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510(k) Number (if known) :

K973802

Device Name : Diagnostic Ultrasound System @U—450, L040-100U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Page 2

of

14

Clinical Application

PWD

CWD

Color
Doppler

Power
(Amplitude)
Doppler

Color
Velocity
Imaging

Combined
{Specify)**

Other
{Specify)

Ophthalmic

Fetal

Abdominal

Intra-operative

| Specify)

Intra-operative

| Neurological

Pediatric

Small Organ

Neonatal

Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Trans-esophageal

Trons-rectal

Trans-vaginal

Intra-ltuminal

Trons-utethral

Peripheral vessel

Laparoscopic

Mousculo-skeletal
Conventional

Musculo-skeletal

Superficial

Other (Specify)

Additional Comments:

* Breast, Thyroid, Testes

** B/M mode

{PLEASE DO NOT WRITE BELOW THIS

Prescription Use (Per 21 CFR 801.109)

Concurrence of CDRH, Office of

ON ANOTHER PAGE [F NEEDED)

ice Bvalustion (ODE)

it i

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,

and Radiological Devi ]
2773803,

510(k) Number
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510(k) Number (if known) : _K973802
Device Name : Diagnostic Ultrasound System §DU-450, EL033-075UA

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application | A | B | M | PWD | CWD | Color Power Color Combined | Other
Doppler | (Amplirude) | Velocity | (Specifiy** | (Specify)

Doppler Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ X1X X
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

Trans-utethral

Peripheral vessel XX X

Laparoscopic

Musculo-skefetal XX X
Conventional _

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

* Breast, Thyroid, Testes

** B/M mode

(PLEASEDONOTWNTEBELOWMSLINB-OONTINWONANOTHERPAGE IF NEEDED)

Concurrence of Oﬂhdbcvm?(cbﬁ

(Division Sign- -Off) 4

Prescription Use (Per 21 CFR 801.109) gg‘;;:; °lf ReP;OS:C"VG. Abdominal, ENT,
’ 1010gica viCes

510(k) Number /((/)7 3£0R




Ultrasound Device Indications Statement ~ Page 4 of _14

510(k) Number (if known) : _K973802 .
Device Name : _Diagnostic Ult em SDU-4 0-035U

Fill out one form for each ultrasound system’or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation
Clinical Application { A | B | M | PWD | CWD | Color Power Color Combined | Other
Doppler | (Amplinude) | Velocity | @Specify® | (Specipy
Doppler Imaging

Ophthalmic
Fetal XX X
Abdontinal XiX X
Intra-operative

| (Specify)
Intra-operative
Neurological
Pediatric

Small Organ
(Specify) *
Neonatal
Cephalic

Adult Cephalic
Cardiac Adult
Cardiac Pediatric
Trans-esophageal
Trans-rectal
Trans-vaginal
Intra-luminal
Trans-utethral N
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (Specify))

Additional Comments:
** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORF, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) (Division Sign-Off)
: Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number K973§02
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510(k) Number (if known) : _K973802
Device Name : Diagnostic Ultrasound System SDU-450, VA13R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application

CWD

Color
Doppler

Power
(Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specify)**

Other
(Specify)

Ophthalmic

Fetal

Abdominal XX X

Intra-operative

| Specif)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal

Cephalic

Adult Cephalic

Cardiac Adult X1 X X

Cardiac Pediatric

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

Trans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

CmnemeofCDRHOﬂioeo{Devam(ODE)

(Division Sign—Oﬁ')
Division of Reproductive, Abdommal, ENT,
and Radiological Devices

510(k) Number 67 7.35¢C

Prescription Use (Per 21 CFR 801.109)
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510(k) Number (if known) : _K973802

Device Name : Diagnostic Ultrasound System Si)U-450, VA13R-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging of Doppler analysis

of the human body as follows:

Modes of Operation

Clinical Application

PWD

CWD

Color
Doppler

Power Color Combined Other
{Amplitude) | Velocity (Specify)** | (Specify)
Doppler Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative

| (Specify)

Intra-operative
{ Neurological

| Pediatric

Small Organ
| (Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac Adult

P b

Cardiac Pediatric

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

- Frans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Specify))

Additional Comments:

**+ B/M mode

Prescription Use (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evatuation

4

(Division Sign-Off) ¥
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number /(7 73£€ ();7\
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510(k) Number (if known) : _K973802 .
Device Name : Diagnostic Ultrasound System SDU-450, VA15R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application | A | B | M | PWD | CWD | Color Power Color Combined
Doppler (Amplitude) | Velocity {Specify)**
Doppler Imaging

Other
(Specify)

Ophthalmic

Fetal XX X

Abdominal LLAX 1 X X

Intra-operative

| Specify)

Intra-operative
Neurological

Pediatric

Small Organ
{Specify) *

Neonatal

Cephalic

"Adulf Cephalic

Cardiac Adult X|lx X

Cardiac Pediatric

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

Trans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evalustion (ODE)

Lpoig &l

(Division Sign-0ffy ¥

Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number / (q) 73f ()ﬁ——
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510(k) Number (if known) : _K973802
Device Name : Diagnostic Ultrasound System SDU-450, VA15R-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis

of the human body as follows:
Modes of Operation
Clinical Application | A { B | M | PWD | CWD | Color Power Color Combined | Other

Doppler {Amplitude) | Velocity (Specify)** | (Specify)
Doppler Imaging

Ophthalmic

Fetal X

baf b
4

Abdominal X

Intra-operative

| (Specify)

Intra-operative

Neurological

Pediatric

Small Organ
{Specify) *

Neonatal

Cephalic

Adult Cephalic

Cardiac Adult XIx X
Cardiac Pediatric Xlx

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

Frans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

CouanemeofCDR!-lOﬂceo{DevweEvan(ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number W /3 02—

Prescription Use (Per 21 CFR 801.109)
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510(k) Number (if known) : _ K973802 .
Device Name : Diagnostic Ultrasoungi System SDU-450, VA40R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application { A | B | M | PWD | CWD | Color Power Color Combined | Other
Doppler | (Amplinude) | Velocity | (Specifiy** | (Specify)
Doppler Imaging

Ophthalmic
Fetal XX X
Abdominal XiX X
Intra-operative
Bpecify)
Intra-operative
Neurological
Pediatric
Small Organ
_{Specify) *
Neonatal
Cephalic
Aduli Cephalic
Cardiac Adult X
Cardiac Pediatric X
Trans-esophageal |
Trans-rectal
Trans-vaginal
Intra-luminal
Trans-utethral
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (Specify)

Ead b
o

Additional Comments:
** B/M mode

(PLEASE DO NOT WRITE MWWLWWWPAGE [F NEEDED)
Concurrence of CDRH, Office of Device Evalustion (ODE)

W“V‘\.

(Divisien Sign-Off) ¢
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

Prescription Use (Per 21 CFR 801.109)

5100y Number___ A7 73802
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510(k) Number (if known) : _K973802 .
Device Name : Diagnostic Ultrasound System SDU-450, VASTR-0375U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application | A | B | M | PWD | CWD | Color Power Color Combined | Other
Doppler (Amplitudej | Velocity (Specify)** | (Specify)
Doppler Imaging

Ophthalmic

Fetal

bl bl
b b
>

Abdominal

Intra-operative

Specify)
Intra-operative
Neurological

Pediatric

Small Organ
i) *

Neonatal

Cephalic

Adult Cephalic

Cardiac Adult

>4
E b
»

Cardiac Pediatric

Tmm-aoph_agle

Trans-rectal

Trans-vaginal

Intra-tuminal

Trans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANGTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evabastion (ODE)

sion Sign-Off) .
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number /( 47 3? O g

.

Prescription Use (Per 21 CFR 801.109)
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510(k) Number (if known) : _K973802
Device Name : Diagnostic Ultrasound System SDU-450, TV11R-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Maodes of Operation

Clinical Application | A } B | M | PWD |} CWD | Color Power Color Combined | Other
Doppler (Amplitude) | Velocity (Specify)** | (Specify)
Doppler Imaging

Ophthalmic
Fetal
Abdominal
Intra-operative
| Specify)
Intra-operative
Neurological
Pediatric

Small Organ

| (Specify) *
Neonatal
Cephalic

Adult Cephalic
Cardiac Adult
Cardiac Pediatric
Trans-esophageal
Trans-rectal X | X X
Trans-vaginal X | X X
Intra-luminal
Trans-utethral
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (Specif))

Additional Comments:

** B/M mode
m&snooumwmaswwnuume-commmoumommcamuasmm
Concurrence of CDRH, Office of Device Evalustion
Pvn/ / (Y
(Division Sign-Off)
Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal, ENT,

and Radiological Devices

s10(k) Number /<42 3IOR
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510(k) Number (if known) : _K973802

Device Name : Diagnostic Uansound System SDU-450, TV13R-050U

Fill out one form for each ultrasound system or transducer.

Indications for use; Diagnostic ultrasound imaging or Doppler analysis

of the human body as follows:

Modes of Operation

Clinical Application

PWD

CWD

Color
Doppler

Power Color Combined | Other
(Amplitude) | Velocity (Specify)** | (Specify)
Doppler Imaging

Ophthalmic

Fetal

Abdominal

Intra-operative
| Specif)

Intra-operative
Neurological

Pediatric

Small Organ
| Specify) *

Neonatal

Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

Trans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (Specify))

Additional Comments:

** B/M mode

_(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)

Prescription Use (Per 21 CFR 801.109)

Concurrence of CDRH, Office of Device Evalustion (ODE)

(Division Sign-Off) ‘
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number /<C/7 3502\
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510(k) Number (if known) : _K973802 .
Device Name : Diagnostic Ultrasound System SDU-450, L072-050U .

Fill out one form for each ultrasound system or transducer.

Indications for use. Diagnostic ultrasound imaging or Doppler analysis
of the human body as follows:

Modes of Operation

Clinical Application | A | B | M | PWD | CWD | Color Power Color Combined | Other
Doppler (Amplitude) | Velocity Specifi)** | (Specify)

Doppler Imaging

Ophthalmic

Fetal Xl x X

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Trans-esophageal

Trans-rectal

Trans-vaginal

Intra-luminal

Trans-utethral

Peripheral vessel

Laparoscopic

Musculo-skzletal X1X X

Conventional

Musculo-skeletal
Superficial

Other (Specify)

Additional Comments:

** B/M mode

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)

Concurrence of CDRH, Office of Device B lon(ODE)

pid 4 oy

(Division Sign-0ff) ¢

Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number /(q 23502
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Ultrasound Device Indications Statement ~ Page _14 _ of

510(k) Number (if known) : _K973802
Device Name : Diagnostic Ultmsound System SDU-450 UBI10OR-065U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis

of the human body as follows:
Modes of Operation
Clinical Application { A | B | M | PWD | CWD | Color Power Color Combined | Other

Doppler (Amplitude) | Velocity
Doppler Imaging

(Specifyy** | (Specify)

Ophthalmic

Fetal

Abdominal

Intra-operative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
{Specify} *

Neonatal

Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Trans-esophageal

Trans-rectal XX

Trans-vaginal

Intra-tuminal

Trans-utethral

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Mousculo-skeletal
Superficial

Other (Specify)

Additional Comments: =~

** B/M mode
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
/ ,/I/mv-\
Prescription Use (Per 21 CFR 801.109) (Division Sign-Off)

Division of Reproductive, Abdommal ENT,

and Radiological Devices

510(k) Number KG 73802




